Prospective multicenter phase II study of myeloablative conditioning consisted of intravenous busulfan and fludarabine +/-total body irradiation for older patients (55 years and older): Results of the JSCT FB09 study.
Introduction: Allogeneic hematopoietic stem cell transplantation (allo-SCT) using reduced-intensity conditioning has been widely applied to those who are not eligible for conventional conditioning, such as elderly patients. However, benefit provided by reduced toxicity has been offset by increased incidence of relapse. So far, the optimal conditioning for elderly patients has not been established. To investigate whether myeloablative dose of intravenous busulfan (ivBu) can be used for elderly recipients, multicenter phase II study has been mg/kg of ivBu for 4 days (divided by 4 daily, total 12.8 mg/kg). Four gray of total body irradiation (TBI) was used for all cord blood transplant recipients, whereas 2 gray of TBI was used in other stem cell sources except a matched related donor according to each institutional policy. Calcineurine inhibitors (cyclosporine or tacrolimus) + short term methotrexate were used as GVHD prophylaxis for BM or PB recipients, while tacrolimus + mycophenolate mofetil were used for CB recipients. Donor cell engraftment and 60 day-survival were assessed as a primary end point to evaluate feasibility of this protocol for elderly patients.
Pharmacokinetic analysis of ivBu measured by HPLC was also performed at institutes in which a separate protocol on PK study was approved. Results:
Thirty-eight patients were enrolled. Median age was 60 (55-68), 22 were male, and 16 were female. Thirty-one were AML and 7 were MDS. Donors were 8 
